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Statement 

Novelty (N) Claims m 3 



Claims none " " ^ ES 

' . N O 

Inventive step (IS) Claims 1-13 

' ' ■ YES 

Claims none — - — 

— ■ , NO 

Industrial applicability (IA) Claims 1-13 ~~ 

Claims none ~~ ' ~ yES 

N O 

2. Citations and explanations (Rule 70.7) ~~~ " " 

The present invention relates to sustained-release preparations characterized by being 
Prepared rom double granules which are obtained by pri ma ry granulation of a drug 
according to melt granulation using hydrophobic release-delaying additives, and then by 
secondary granulation of the obtained granules according to wet granulation using 
hydrophobic wet-granulation material. . "using 

The following documents have been considered for the purpose of this report: 

Dl = WO 99/47128 Al (23. 09. 1999) 

D2 = US 5807583 A (15. 09. 1998) 

D3 = EP 1125586 Al (22. 08. 2001) 

D4 = US 2002/102302 Al (01. 08. 2002) 

D5 = US 5451409 A (19. 09. 1995) 

Dl discloses a biphasic controlled release delivery system for high solubility 
Pharmaceuticals, which includes an inner solid particulate phase and an outer solid 
continuous phase. 

D2 discloses a process for manufacturing sustained release pellets comprising 
pel.et.z.ng a m.xture containing a drug in finely divided form and a water-insoluble 
wax-i ike binder . 

D3 discloses sustained release particles comprising a drug-containing core substance 
coated w.th a m.xed coating of a hydrophobic organic compound and water-insoluble 
polymer, wh.ch prevents sticking during compression molding when producing tablets 
M descnbes a stabilized sustained release tramadol tablet containing a hydrophobic 
material which comprises a wax-like substance. 

D5 describes a sustained release matrix and oral dosage form comprising a homogeneous 
anl W 3 granUlati ° n Gaining a medicament and a polymer blend of HEC 

(Continued in Supplemental Box) 
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Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 
Continuation of: 

BoxV. 



1. Novelty 

None of Dl to D5 relates to sustained-release double granule preparations obtained by primary melt granulation and 
secondary wet granulation as claimed in the present claims 1 to 13. 

Therefore, the subject matter of claims 1-13 can be regarded as novel under PCT Article 33(2). 

2. Inventive Step 

None of the above-mentioned prior art documents teaches or fairly suggests sustained-release preparations prepared 
from double granules which are obtained by primary melt granulation and secondary wet granulation using 
hydrophobic materials such as waxes and fatty acids, nor improved properties of said preparations characterized by 
minimizing the amount of hydrophobic additives for imparting sustained-releasing property and eliminating an 
adhesion phenomenon of granules occurring during the tablet preparation. The prior art documents merely refer to 
sustained^release preparations obtained by either melt or wet granulation. Therefore, the subject matter of claims 1-13 
is considered to involve an inventive step under PCT Article 33(3). 

3. Industrial Applicability 

Hie subject matter of claims 1-13 is considered to be industrially applicable under PCT Article 33(4). 
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